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AMENDMENTS TO THE CLAIMS MAY 2 0 2008 

1. (Currently amended) A melhod of continuously analyzing trial data of an 
ongoing clinical trial, the method comprising the stcpsof: 

accessing a trial database containin g comprising trial data of subjects in an 
ongoing blinde d clinical trial com prisi ng a multi-arm study; 

accessing a blinding databas e c omprising subje c t identifiers a nd associated 
st udy group ide nti Hers, wherein a s ubj ect's study group being identifiab le hy_j\ 
s tudy group id entifier; 

generating a gro uped database from the trial databas e a nd the blind ing 
database for s tatisti cal analysis, the gro uped database gr o uping the trial d ata c>fthc 
su bjects based on their study group; 

performing a statistical analysis on the accessed trial database witho ut 
suspending the o n going blinded clini cajjrjal; 

determining whether the result of the statistical analysis exceeds a 
predetermined threshold value; and 

if it is determined that the result of the statistical analysis does not exceed 
the predetermined threshold value, then repeating the steps of accessing a tria l 
database, performing and determining while the blinded clinical trial is ongoing. 

2. (Currently amended) The method according to claim K prior to the step of 
performing a statistical analysis, further comprising the steps o f: 

reading a user defined criteria that defines the level of cleanliness of the 
trial data for statistical analysis; and 

retrieving only those trial data that meet the user defined criteria from the 

trial database. 
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3. (Currently amended) The method according to claim 1, further comprising 
the step of w aiti ng for a predeterm i ned time p.4mfid^wtJiLlil£- r^P cdt ' n S 
wherein if it is determined that the result of the statistical analysis does not exceed 
the predetermined threshold value, then-wakin g for a prede^^ined-tewe peftttd 
pri or to the r e peating s t ep. 

4. (Canceled) 

5. (Currently amended) The method according to claim I f[41|, furthe r 
comprising the step o jjstoring wherein the grouped database is stor ed in a memory 
device that is inaccessible by any user. 

6. (Original) The method according to claim L wherein the step of performing a 
statistical analysis is executed without locking the trial database. 

7. (Currently amended) The method according to claim 1 , wherein t h e clinic *! 
4rial is a blind ed c linical t rial; further comprising the stc£Sof: 

reading a predefined criteria that defines the level of cleanliness or trial data 

required for analysis; and 

retrieving only those trial data that meet the predefined criteria from the 

trial database? 

ac cessing b linding d atabase-conta in i ng sub je ct id e ntifiers and an 
asst*H*rte d study group identifier for c noh ^itbjeeMKH^^ 

pro ducing a g rottped^tabase4irOm 4 h c retri e v e d trial data -and4htM>lwdwg 

database4bf-m»H^^ 
ac cording to t he stud y group. 
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8. (Currently amended) The method according to claim 7, further c omprising 
th e slcn of storing wherein the grouped database is stor ed in a memory device that 
is inaccessible by any user to preserve the blindness of the ongoing blinded 
clinical trial. 

9. (Currently amended) The method according to claim I, further comprising 
the s tep of alerting a user if it is determined that the result of the statistical analysis 
exceeds the predetermined threshold value. 

10. (Original) The method according to claim 9, wherein the predetermined threshold 
value includes a predetermined statistical significance value. 

1 1 . (Currently amended) The method according to claim 10, wherein the step of 
performing a statistical analysis comprises the step of : 

retrieving a user defined statistical model; and 

running the retrieved user defined statistical model on the trial database. 

12. (Currently amended) A method of continuously analyzing trial data of an 
ongoing blinded clinical trial, the method comprising the steps of : 

accessing a trial database containing co mprising blinded trial data of 
subjects in an ongoing blinded clinical trial comp rising a multi-arm study ; 

accessing a blinding database containing subject identifiers and associated 
study group identifiers, each study group identifier identifying to which study 
group an associated subject belongs; 

producing a grouped database from the trial database and the blinding 
database, the grouped database grouping the trial data according to the study 
group; 

performing a statistical analysis on the produced grouped database without 
suspe nding the ongoing blinded clinica l tria I ; 
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determining whether the result of the statistical analysis exceeds a 
predetermined threshold value; and 

if il is determined that the result of the statistical analysis does not exceed 
the predetermined threshold value, then repeating the above steps of: accessing a 
trial database, producing a grouped database, performing a statistical analysis, and 
determining while the bljnded clinical trial is ongoing. 

13- (Currently amended) The method according to claim 12, prior to the step of 
performing a statistical analysis, further comprising the steps of : 

reading a user defined criteria that defines the level of cleanliness of trial 
data for statistical analysis; and 

retrieving only those trial data that meet the user defined criteria from the 
trial database for statistical analysis. 

14- (Currently amended) The method according to claim 12, further comprising 
the st ep of wh e rein the produced grouped database is- stored in a memory device 
that is inaccessible by any user. 

15. (Original) The method according to claim 12, wherein the step of performing a 
statistical analysis is executed without locking the trial database. 

16. (Currently amended) The method according to claim 12, further comprising 
t he step of alerting a user if it is determined that the result of the statistical analysis 
exceeds the predetermined threshold value. 

17. (Original) The method according to claim 16, wherein the predetermined threshold 
value includes a predetermined statistical significance value. 

18. (Currently amended) A system for continuously analyzing an ongoing 
clinical trial comprising: 
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a storage device operable to slorc a trial database containin g comprising 
trial data of subjects in an ongoing blinded clinical trial comp r ising a m uUjzarm 
study; 

a processor coupled lo the storage device; and 

an analysis program executable by the processor and operable to: 

ac cess the tr ail database to r etrieve th e t rial data: 

acc ess a blind in g database c omprising subject ide n tifiers an d 
associated s ludv group id entifiers, wherein a subject's stud y_j;roup being 
identifia bl e by a stud y group iden ti fier; 

gene rate a gro u pe d databas e f rom the tr ial database an d the bli nd i ng 
database fo r statistical a nalysis, the grouped data base group ing the trial data 
of the sub jects based on their study gr oup; 

perform a statistical analysis on the trial database wthout 
s uspending th e ongoing blinded clin ica l trial ; 

determine whether the output result of the statistical analysis exceeds 
a predetermined threshold value; and 

repeat the statistical analysis while the blinded clinical trial is 
ongoing if it is determined that the result of the statistical analysis docs not 
exceed the predetermined threshold value. 

19. (Original) The system according lo claim 18, wherein the analysis program is 
further operable to: 

read a user defined criteria that defines the level of cleanliness of trial data 

for statistical analysis; and 

retrieve only those trial data that meet the user defined criteria from the trial 

database. 
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20. (Original) The system according lo claim 18, wherein if the analysis program 
determines that the result of the statistical analysis docs not exceed the 
predetermined threshold value, then the analysis program waits for a 
predetermined time period prior to repeating the statistical analysis. 

21. (Canceled) 

22. (Currently amended) The system according to claim f8 {[21 1[, further 
comprising a memory device coupled to the processor and being inaccessible to 
any user, wherein the grouped database is stored only in the memory device. 

23. (Original) The system according to claim IX, wherein the analysis program 
performs the statistical analysis without locking the trial database, 

24. (Original) The system according to claim 18, wherein the analysis program is 
further operable to alert a user if it determines (hat the result of the statistical 
analysis exceeds the predetermined threshold value. 
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